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il Laborat Limited, Ranb uid 1 i, harmaceuticals. In 

collectively "Ranbaxy") and IVA.X Pharmaceuticals, Inc. ("IV AX'") submit this notice to bring 

he < irt ttentic id mal authority that i » he pla itifi « i ti h 

:lose of briefing on Dec. 30, 2006 and which is relevant to resolution of this case, 
i , FDA has argued thai its decision in this matter permits all ANDAs to get to market faster 

hen a pal , thdrawn from 1 O >e Book (by denyi 0-da Kclusivity I 

the first applica o 1 I 1 an abbrs iru , ! iti ,, c . i , ph 1\ 

certification) and therefore is "more consistent" with the purpose of the statute -- to get 
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generics into the hands of patients at reasonable prices-fast, FDA Reply at 12; FDA Opp. 
at 34-36. In fact, the administrative decision being reviewed by the Court is based on this 

tie, and licitl . h rivi i i \ 

containing paragraph IV certifications of exclusivity maintains the "appropriate balance 

tmf > id incei FD tecisioi ( i fab at 1 I lothei 

before this Court, involving pravastatin, decided just last week, FDA took a different, and 
inconsistent, view of how the purpose of the statute is best served. In the pravastatin case 
FDA was called upon to determine how it would interpret the court decision trigger 
mi .ii la ,i fhe agency had been urged ne of tl irti 

i ' i interpretation that m I ier t< >ger 180 lusivity beca I 

' lie -. i i i I ill ANDAa] plii u FDA, h i refused to redi le 

ie i l-da; lusivii id rej I the pro] >i hat th i rp< of Ha i 

lan uld I erved by allowin • < N i ppl nts market 
Inst 1, it icluded thai li ng th i that a fii tilei ' in exclusivi 
i Id li 1 in< em :s f •.'!) ppl inis to challen >e < . iti n s 

. . . Congress established a regime that depends on AN DA 
applicants to challenge drug patents to enable earlier approval of 
generic drugs and. thereby, promote competition. Congress clearly 
believed that ANDA applicants needed an incentive beyond the 
prospect of earlier generic market entry to take on the litigation 
risks associated with challenging drug patents. This Congressional 
belief is manil d i t i , ion for the 1 80-d 

exclusivity under section 505(j)('5)(B)(iv). 

1 ' 1 1 ly broad int it if the < rl ision triggi 

- • dard, mal I rigt <> 

lusivi le "i ,. i . • this may f ieed ipi i tl oi 
subsequent ANDA applicants and, therefore, competition in the 
marketplace. However, a relatively broad trigger for 180-day 
exclusivity could diminish incentive for ANDA applicants to 
challenge an innovator's patents. A relatively narrow 
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interpretation, si 
slow approval o 
case. It could. I": 



is the ' 



iding- 



jii-tln 



standard, may- 
id competition in a specific 

ty more valuable, and thus 



[Ut-nt AND/ 
make patent challenges more common overall. 
iter from G Buehler, I 01 ofG c Drugs 1 , rj i , 

2006 (attached hereto) at 12-13. FDA's position in the pravastatin case is exactly what 
Ranbaxy and Teva have urged in this case. In this case, however, FDA argues that 
< I , , 5 and ternvii - usivit ■ lid no t i undermine the 

effectiveness of exclusivity as an incentive to challenge patents." FDA Decision. Tab 23 
at 16. This authority is material because it demonstrates how the interpretation of the 
talute the agen i in this ca intrai he intent o 

n ' gei . I i I othei uncei ts ot line issu 

t second inconsistency between FDA's positions in the pravastatin case and the 

i p ,. statin. 1 hei he fir; VN DA ft lei is not sued by 1 pat nl 
response to its paragraph [V certification. Yet. FDA concluded that the first 

is entitled to exclusivity because "[t]he statute provides 180 days of 
) ,n. i i i' i i I i ' ■ 

pose itself to ih ' • or infringing tent that is e subject of a 

, , , ii oi ' )6 B It r to Apotex i tempi Ided) 

i VX and Ranbaxy exposed th - . s t< cisel h same kof litigati whei 
they filed their paragraph IV certifications before any other ANDA applicant, yet FDA 
has denied I VAX and Ranbaxy the very reward the Agency said, just two weeks ago, is 
provided under the exclusivity statute. 

FD gued that it is ei tbstantial < e in this use the Co 

evaluating an agency's interpretation of its own regulations. FDA Opp. at 19. Since the 



holder i 



in pravastatin w; 
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briefs were filed, the Supreme Court, in G onzal ez v. Oregon. 126 S.Cl. 904 (2006), has 
affirmed that an agency is not entitled to deference for an interpretation of its regulation: 
when the current interpretation runs counter to the intent at the time the regulation was 

'< ut '.' - i f i , , F! ierion Din 'I <iaL ' 

504, 512(1 994)) ("That the current interpretation runs counter to the 'intent at the time ( 
regulations promulgation, "is an additional reason why Auer deference is unwarranted."'" 

this i ( ii i r il I I h, u p t.tn ■ ~" I t 1 

314.94(a)(12)(viii)(B) FDA relies on in this case runs counter to the intent of the 
ilanon time it u lij.He g lUrbr I i f 

I ii lotion foi i ii ) 6; IV AX Pharn i al In Mem. ii 

Support of its Motion for Summ. J, at 22-23. 
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Respectfully submitted. 
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176 (D.D.C. 2005). 
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in of the Act governs FDA's • 
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. that FDA's determinatior 



.NDA applicant"). The 
S. App' LEXIS 38,667, a 
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Now, however, FDA 
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(I perspective. See, e.g., leva Pharms. USA, Inc. v. FDA, No. 05-1469 
x Leave i , File Brief as Amicus Curiae, at 2-4. filed Sept " 2005} (noting th; 
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FDA interprets the c< 



Director 



